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sOt 'rfV^T *T5fT?rq’ 

(R(TPiJT f8nTT»T) 

5Tf 26 ^5T, 1995 

ITT. *PT. Or. 5i9(?r):—tThfa* ^t^Vt: JTTrrtrfT 
tttjttO fwiT, 1945 TTtrti: ^nffTET^T %r?n^«Pffr'Tq' 
fjPTiff ^TSTT^'T tTT'Tfir tfft 5T»nET^ TTr»TTft trOiffT^, 
1940 (l940 TT 23) ^ 33? ’Tfl’ Sl^eTTJjmT, 

^T^ % tpruTiTOT, «Tr>T II, ^ 3, (i), 

?Tr^ 31 !Tq^, 1994 % 1 qT, 

% Fsrrwq sr't^ qfrqr^ qr?qT<q (^qT?«qfqHTq) 

qft 'qfsr^qr »f. qr, fq, 657 (?t), qTftq- 3i 

trq^q, 1994 %trsftq qq^rf^rq fqrqr qqrqT.fqTrq qq 

flWT sir^qqT t, fqq% ^qiT q^nfrr m qft qfqrqqrt, 
OT q, fqqq^'T OTfTtrfar^OTT % qqqrrqq^ qft 

qfOTT OTqrqfT qqqsq qrrT ?ft qf «flf, qrt 

qqfsT qft OTTf'^T % ^trreqq ^rq qtq qr srt 


qtq: OTq Trqqw q?t qfqqi 3 i trqfq, 1994 spt 
^rqqr q^'r OTqsq qr^r fr qf *0 1 

qqq qi^qf qt: otvit q qit^ trreqq wVt 
q^ ?•:> I : 

trq: trq, ^^s^'qrqrrT:, wWq trh: qqrqq qrqift 
qftrfqqq, 1940 (19401^23)'^ qnr 33 r qfV 
qqqi^T (2) % < 5 ® (^®qT) % qiq qfsq qqqRT (i) 
5KT jtttt (Tfqqqf qq qq'rq qnrq jtr, ¥rn^#ff5fr %5- 
qhisjOTfr wVqfET qq^ftqft qqrfqrn: q'ri q q^rqui- %• 
qpqrq, qlqfq qqrqq qrqiO fqqq, 1945 qrr qrq 
qq’rsrq % Pqcr fqtqfqf/qq fqqq qqTcff 

qqf^;— 

1. (1) ?q fqqqf qqqftrRr qrq wfqfq qVr qqrqq 
qrqrft (HJSqf qqtqq) fqqq, 199 5 I I 

( 2 ) q TTqrijr q qqqqq qff qr^t^T qfT q!jq 
I 


1 :i Gi/d5 


( 1 ) 
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1 8 % micT PF?r%%<r nrn sftfr ^rn^, 5r«rfq; ;- 
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‘*rnr 19 : ?rr 5 r?f??r, sft?: ’Frrffl 

% FffT^ 168 , ?ftcrfOT^ % 

JTT f^5r?:<jr % fcn^ Mfrofor «T^<Tr?Fr 
" 511 % ^ TR’I^:- 


hWh fTTHH 

HTHfr fRfrrHfTTHH flTHT 

htht I 

1. HTH^ffH 

HrHHf Hffr HTf?^ HT^fft 

fr>H H Hf HfH'd 

HfHfrtH % HffrfHt f ffir 

rrfTH HtffHHt 

Hrr HfTHHT f^HT Htf fiffH 
% HTHfr 1 

2. HTHf 

ffH; HHTTffH irffrt^ % Hf H 
f[ H^H ffTHT 12 
HfrHH ^/hI % HfHfT Hll 
HTffcr frfrf Hi 

Hffrrf STTTHff-HHH 

H^HHI 


HTH l" 


[fi. %. iio2o[|6/93-ft ?ft ?ft (?rrt 

'"’f %. 

F^CTST fir $wm ?TTJr!ft ffT^FT, 194 5, 1-5-79 

mi ^rgftf# m t ferr^ir srT?: # 2^01 wgrr^rq' 

(^arriceir ft’m) 3q’«fs ^r ?iW^ swrenr 
srfefjpnr aft?: f*m (<fl'.^.^.»^.) «ft 
grgrf % cg 11 ^fSfipTT^r ^ririrli t % 
TFSTTw ^rm II, ^rsr 3(1) ^ 

^rsff ?m #?ftfsr 5 r ^ »r? t =— 

1. ^.sPT.i^. 1241,5Trft# 6-10-1979 

2. m.srr.f^. 1242,ffrd« 6-10-1979 

3 . ^rr.qrr.fJr. 1243, ?rrflg 6-10-79 

4 . ?lT.«PT.f^. 1281, ?rT^ 12-10-89 

5. ^tr.^.'pT. 430,19-4-80 

6. gr.^.f^f, 779,?TT^ 26-7-80 

7. m.sRT.fH. 540(3r),tTTft^ 22-9-80 

8. ^rr.^.tr. 68o,?rT^ 5-12-80 

9. ^TT.qrT.'^. 68i(5r),?n^ 5 - 12-80 

10. ^ ^TT.^.I^. 682(?T),mf\^ 5-12-80 

11 . ?rr.4n'.1^. 27(?T),m^ 17 - 1-81 

32 . 478 { 5 r),^rr<Nr e-s-si 

13. IT.SFT.^. 6215-2-82 


14. ^.qrr.f^. 462 (?t), rrrfti® 22-6-82 

15. ?rr.qrr.f6-. 5 io(?T),?rTfI^ 26-7-82 

16. ?rr.q;r.f?T. i3(?T),?n'<t^ 26-7-82 

17. ?rr,3f>r.f?r. 3i8(?r),^rft«r i-5-84 

18 . HT.qrr.f6-. 351 (?r), 8 - 5-84 

19. Hr.qrr.fHo 46o(?r), Hrflsr 20 - 6-84 

20. Hr.?PT.^. 487(?r),mft« 2-7-84 

21. HT.qrr.fH. 89{3r), ?rr^«r 16-2-85 

22 . Hr.qrr.fH. 788{?r), crrtl« 10 - 10-85 

23. Hf.qrr.frr. 17(3r), ?rmif 7 - 1-86 

24. „HT.q>r.f8. 1049(sr),HrfI«r 29-5-86 

25. Hf.qrr.fH. i060{?r),?rr^^ 5-9-86 

26. HT.frr.fr. u 15 (h),H rftsr 30 - 9-86 

27. HT.^T.fr. 71 (h), 30-1-87 

28. HT.frr.fr. 570 (H), HTflH 12-6-87 

29. HT.frr.fr. 627 (H), nrflH 2 - 7-87 

30. Hr. frr.fr. 792 (h), HTflH 17-9-87 

31. HT.frr.fr. 371 (h), HTT>)f 14 - 3-88 

32. Hr.frr.fr. 75 (H), HrftH 2 - 6-88 

33. Hr.frr.fr. 675 (h), nrftH 2 - 6-88 

34 . Hr.^.fr. 676 (h), 2 - 6-88 

35 . HT.frr.fT, 677 (h), 2 - 6-88 

36. Hr.frr.fT. 6Sl(,H),HrftH 6-6-83 

37. HT.frr.fr. 735 (H),Hiftn 24 - 6-88 

38. Hr.frr.fr. 813 (H),nr^H 27 - 7-88 

39 . Hr.^r.fr. 944 (H) s Hr^H 21 - 9-88 (fjfefH) 

40. Hr.^T.fr. 43 (h), HlftH 20-1-89 (^5fW) 

41. HT.frr.fr. 44 (h),H rftH 20 - 1-89 (HfeqH) 

42. HT.^.fr. 100 (h), HTOfS’ 14-2-89 (Hfeqff) 

43. Hr.^.fr. 443 (h), HT^fr 12-4-89 

44 . HI. fH .fr. 5 88 (H) , HrftH 2-6-89 (^€fH) 

4 5. HT.fH. fr. 691 (h), Hf^ 11-7-89 

46 . HT.frr.fr. 784 (h), HTflH 28'^8-89 

47. HT.^.fr. 16 (h), HTftH 1-10-89 

18. HT.frr.fr. 731 (h),HT ttH 23-8-90 

19. HT.'PT.fr. 865 (h), HTflH 2}5-10-90 

50. ll(H),HT^tH 7-1-91 

51. HT.spT.fr. 223 (h), HTfT'H 19-4-91 

52. HT.frr.fr. 24 e(H), HTflfr 1-5-91 

53. HT.frT.fr . 301 (H), crrtlH 7-6-91 

54. HT.frr.fr. 302 (h),HT ftH 7-6-91 

15. HT.frT.fr. 491(H), HTftH 25-7-91 

16. HT.frr.fr. 895 (h), HTftH 25-7-91 
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57. gT.^.f’T. 532(?r),^r^«r 14-8-91 

58. frr.4TT.f5T. 626(?T), cTT'CtW 14-10-91 

59. frr.4TT.f?r. 668(Tr),cTT<t^ 7-11-91 

60 . frr.^TT.fr. 730(?r),TrTft^ 10 - 12-91 

61. ftT.4Tr.fTT. 59(TI), ^Tftsr 22-1-92 

62. frT.4TT.fTT. 305(?r), fTT^^ 4-3-92 (^f54^) 

63. frr.fFT.fTT. 445(41), fTr<f€ 30-4-93 

64. frT.4TT.fTT. 597(?r), crrfla 17-6-92 

65. frT.4TT.fTT. 663(5Pr),3T^€ 3-7-92 

66 . fTT. 4 TT.f^. 723(54),rrrftsr 11-8-92 

67. frT.4TT.fTT. 796(5r),5Trd® 1-10-92 

68. fTT.4rT.fTT. 877 ( 54 ),frr^Nr 17-11-92 

69. frr.4TT.f^. 904(?T),?rTff^ 2-12-92 

70. frT.4TT.fTT. 923(?r),rrr^^ 14 - 12-92 

71. frT.4TT.fTT. 27(5r),TTrft(I 22-1-93 (54f«4W) 

72. fTf.4rT.fTr. 28 ( 54 ), fTltl^ 22-1-93 

73. fTT. 4 TT.f 4 . 86 ( 54 ), frrft*! 26-2-93 

74. fTr.4iT,ffT. 296 ( 54 ), cTTft^g- 24-3-9 3 ^ 

7 5. fTT.4TT.fTT. 374(^), fTTff^ 13-4-93 (^TfeT^) 

76. fTT.4TT.fTT. 37 4(4T), fTTffT4 13-4-93 (4 tF544 ) 

77. fTT.4TT.fT. 447 ( 54 ) , cTTT^f^ 10-6-93 (^^43') 

78. fTr.4TT.f?r. 6 58(41), frfffi4 19-10-93 

79 . fTT.44.^1. 673 ( 54 ), fTTfl'? 27-10-93 

80. fTT.44.01. 1 08 (4T), TTlff® 22-2-94 

81. frT.4TT.f?T. 109 ( 54 ), fTTTftf 22-2-94 

82. fTT.44.01. 370(?T),fTrftg: 7-4-94 

83 . frr. 4 Tr,fTr. 466(34),fiTff^ 17-5-94 

84. ftT.4TT.fTT. 615(4r),frrffg- 9-8-94 

85. flT.^.fiT. 659(?r),frT5Cf^ 31-8-94 

86. fTT.TPT.fTT. 676(?r),frT5(Vg- 6-9-94 

87. frr.4TT.fTr. 8i 1 ( 54 ),frrd^ 14 - 11-94 

88 . frr.4TT.0r. 8i2(?r),frTff^ 14 - 11-94 

89. fn.4TT.fTT. 850(?r), 7 - 12^94 

90. fTT.^.Or. 55(?r), crr^g- 7 - 2-95 

91. fTT.4TT.ffr. 59(?T),fTr(t^ 7-2-95 

92. frT.4TT.fTr. 93(^),fntf^ 24-2-95 
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NOTIFICATION 
New Delhi, the 26th June, 1995 
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1945, were published as required by sectioa 33-N of 
the Drugs and Cosmetics Act, 1940 {23 bf 1940), at 
page 3 of the Gazette of India, Extraordinary, Part-II 
S3Ction-3, Sub-section(i) dated 31st August, 1994, 
under the nqtifieation of the Government of India 
in the Ministry of Health and Family Welfare (Depart¬ 
ment of Health) No. GSR 657(E) dated 31st August, 
1994, inviting objections and suggestions from 
all persons likely to be affected thereby before the 
expiry of 30 days from the date on which the copies 
of the Official Gazette containini the said notification, 
were made available to the public. 

And whereas copies of the said Gazette were made 
available to the public on the 31st August, IW; 

And whereas no objections and suggestions have 
been received from the public on the said draft; 

Now therefore, in exercise of the powers conferred 
by sub-sect bn (i) read with clause (gga) of sub¬ 
section (2) of sect ion 33 N of the Drugs and Cosmetics 
Act, 1940 (23 of 1940), the Central Government, 
£,fter consultation with the Ayurvedic, Siddha and 
Unani Drugs Technical Advisory Board, hereby 
makes the following rules further to amend the Drugs 
and Cosmetics Rules, 1945, namely 

1. (!) These rules may be called the Drugs and Cos¬ 
metics (Vlth Amendment) Rules, 1945. 

(2) These shall come into force on the date of their 
publications in the Official Gazatte. 

2- Part XVIII of the Drugs, and Cosmetics, Rules, 
1945, the following part shall be added, namely;— 

“Part XIX—STANDARDS OF AYURVEDIC, 
SIDDHA AND UNANI DRUGS 168 Standards to 
be complied jivith in manufacture for safe or for dis¬ 
tribution of Ayurvedic, Siddha and Unani Drugs:— 

Glass of Drugs Standards to be complied 

with 

1, Single drugs included in The standards for inden- 
Ayurvedic Pharmacopoeia tity, purity and strength as 

given in the editions of 
Ayurvedic Pharmacopo¬ 
eia of India for the time 

being in force. 

2. Asavas and Aristas The upper limb of 

alcohol as self generated 
alcohol should not 
exceed 12% v/v excepting 
those that are otherwise 
notified by the Central 
Government from time 
to time.” 


G. S. R. 519 (E)—-Whereas draft of certain rules 
further to amend the Dsugs and Cosfflt^i<a Rules, 


[No. K. ll020/l6/93-DCC(lSM)l 
K. CHANDRAMOULI, Jt. Secy 
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Note ; The Ifeugs and Cosmetics Rules, 1945 as 
amended upto 1-5-1979 is contained in the 
publication of the Ministry of Health and 
Family Welfare (Department of Health) 
containing the Drugs and Cosmetics Act 
gnd the Rules (PDGHS-61). Subsequently 
the said rules have been amended by the 
following notifications published in Part H, 
Sectiton 3, Sub-section (i) of the Gazette 
of India, namely :— 

1. G.S.R, 1241 dated 6-10-1979 

2. G.S.R. 1242 dated 6-10-1079 

3. G.S.R. 1243 dated 6-10-1979 

4. G.S.R, 1281 dated 12-10-79 

5. G.SR. 430 dated 19-04-1980 

6. G.S.R. 779 dated 26-07-1980 

7. G.S.R. 540(E), dated 22-09-1980 

8. G.S.R. 680(E), dated 5-12-1980 

9. G.S.R. 631(E), dated 5-12-1980 

10. G.S.R. 682(E), dated 5-12-1980 

11. G.S.R. 27(E), dated 117-01-1981 

12. G.S.R. 478(E), dated 6-08-1981 

13. G.S.R. 63(E), dated 5-02-1982 

14. G.S.R. 462(E), dated 22-06-1982 

15. G.S.R. 510(E). dated 26-07-1982 

16. G.S.R. J3(E), dated 7-01-1983 

17. G.S.R. 318(E), dated 1-05-1984 

18. G.S.R. 331(E), dated 8-05-1984 

19. G.S.R. 460(H), dated 20-06-1984 

20. G.S.R. 487(E), dated 2-07-1984 

21. G.S.R. 89(E), dated 16-02-1985 

22. G.S.R. 788(E), dated 10-10-1985 

23. G.S.R. 17(E), dated 7-01-1986 

24. G.S.R. 1049(E). dated 29-08-1P86 

25. G.S.R. 1060(E), dated 5-09-1986 

26. G.S.R. 1115(E), dated 30-09^1086 

27. G.S.R. 71(E), dated 30-01-1987 

28. G.S.R. 570(E), dated 12-06-1987 

29. G.S.R. 626(E), dated 2-07-1987 

30. G.S.R. 792(E), dated 17-09-1987 

31. G.S.R. 371(E), dated 24-03-1988 

32. G.S.R. 75(E), dated 2-06-1988 

33. G.SR. 675(E), dated 2-06-1988 

34. G.S.R. 676(E), dated 2-06-1988 

35. G.S.R. 677(E), dated 2-06-1988 

36. G.S.R. 680(E), dated 6-06-) 988 

37. G.S.R. 735(E), dated 24-06-1988 

38. G.S.R. 813(E), dated 27-07-1988 

39. G.S.R. 944(E), dated 21-09-1988 Corri¬ 

gendum 

40. G.S.R. 43(E). dated 20-01-1989 Corri¬ 

gendum 

41; G.S.R. 44(E), datctl 20-01-1989 Corri¬ 

gendum 

42. G.S.R. 100(E), dated 14-02-1989 Corri¬ 

gendum 

43. G.S.R. 443(E), dated 12-04-1989 


44. G.S.R. 588(E), dated 2-06-1989 (Corri- 

gendumi)' 

45. G.S.R. 691(E), dated 11-07-1989 

46. G.S.R. 784(E), dated 28-08-1989 

47. G.S.R. 16(E), dated 10-01-1990 

48. G.S.R. 731(E), dated 23-08-1990 

49. G.S.R. 865(E), dated 25-10-1990 

50. G.S.R. 11(E), dated 7-01-1991 

51. G.S.R. 223(E), dated 19-04-1991 

52. G.S.R, 246(E). dated 1-05-1991 

53. G.S.R, 301(E), dated 7-06-1991 

54. G.S.R. 302(E), dated 7-06-l'991 

55. G.S.R. 491(E), dated 25-07-1991 

56. G.S.R. 495(E), dated 25-07-1991 

57. G.S.R. 532(E), dated 14-08-1991 

58. G.S.R. 626(E), dated 14-10-1991 

59. G.S.R. 668(E), dated 7-11-1991 

60. G.S.R. 780(E), dated 10-1(2-1991 

61. G.S.R. 59(E), dated 22-01-1992 

62. G.S.R. 305(E), dated 4-3-1992 (Corrigen¬ 

dum) 

63. G.S.R. 445(E), dated 30-4-1992 

64. G.S.R. 597(E), dated 17-06-1992 

65. G.S.R. 663(E), dated 3-07-1992 

66. G.S.R. 723(E), dated 1I-08-J992 

67. G.S.R. 79(i(H), dated 1-10-1992 

68. G.S.R. 877(F;), dated 17-11-1992 

69. G.S.R. 904(E), dated 2-12-1992 

70. G.S.R. 923(E), dated 14-12-1992 

71. G.S.R. 27(E), dated 22-01-1993 (Corrigen- 

cjuni) 

72. G.S.R. 28(E), dated 22-01-1993 

73. G.S.R. 86(E), dated 26-02'-T993 

74. G.S.R. 296(E), dated 24-03-1993 

75. G.S.R. 373(E), dated 13-04-1993 (Corrigen¬ 

dum) 

76. G.S.R. 374(E), dated 13-04-1993 (Corrigen¬ 

dum) 

77. G.S.R. 447(E), dated 10-06-1993 (Corrigen- 

dum> 

78. G.S.R. 658(E), dated 19-10-1993 

79. G.S.R. 673(E), dated 27-10-1993 

80. G.S.R. 108(E), dated 22-02-1994 

81. G.S.R. 109(E), dated 22-02-1994 

82. G.S.R. 370(E), dated 7-04-1994 

83. G.S.R. 466(E), dated 17-05-1994 

84. G.S.R. 615(E), dated 9-08-1994 

85. G.S.R. 659(E), dated 31-8-94 

86. G.S.R. 676(E), dated 6-09-1994 

87. G.S.R. 811(E), dated 14-11-94 

88. G.S.R. 812(E), dated 14-11-1994 

89. G.S.R. 850(E), dated 7-12-1994 

90. G.S.R. 55(E), dated 7-02-1995 (Corrigen¬ 

dum) 

91. G.S.R. 59(E), dated 7-02-1995 

92. G.S.R. 93(E), dated 24-02-1995 
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